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the IRE within 24 hours of the expira-
tion of the adjudication timeframe. 

(d) Expedited redetermination—(1) 
Timeframe. A Part D plan sponsor that 
approves a request for expedited rede-
termination must complete its redeter-
mination and give the enrollee (and the 
prescribing physician involved, as ap-
propriate), notice of its decision as ex-
peditiously as the enrollee’s health 
condition requires but no later than 72 
hours after receiving the request. 

(2) How the Part D plan sponsor must 
request additional information. If the 
Part D plan sponsor must receive med-
ical information, the Part D plan spon-
sor must request the necessary infor-
mation within 24 hours of the initial 
request for an expedited redetermina-
tion. Regardless of whether the Part D 
plan sponsor requests additional infor-
mation, the Part D plan sponsor is re-
sponsible for meeting the timeframe 
and notice requirements. 

(e) Failure to meet timeframe for expe-
dited redetermination. If the Part D plan 
sponsor fails to provide the enrollee or 
the prescribing physician, as appro-
priate, with the results of its expedited 
redetermination within the timeframe 
described in paragraph (d) of this sec-
tion, the failure constitutes an adverse 
redetermination decision, and the Part 
D plan sponsor must forward the en-
rollee’s request to the IRE within 24 
hours of the expiration of the adjudica-
tion timeframe. 

(f) Who must conduct the review of an 
adverse coverage determination. (1) A per-
son or persons who were not involved 
in making the coverage determination 
must conduct the redetermination. 

(2) When the issue is the denial of 
coverage based on a lack of medical ne-
cessity (or any substantively equiva-
lent term used to describe the concept 
of medical necessity), the redetermina-
tion must be made by a physician with 
expertise in the field of medicine that 
is appropriate for the services at issue. 
The physician making the redeter-
mination need not, in all cases, be of 
the same specialty or subspecialty as 
the prescribing physician. 

(g) Form and content of an adverse re-
determination notice. The notice of any 
adverse determination under para-
graphs (a)(2) or (b)(2) of this section 
must— 

(1) Use approved notice language in a 
readable and understandable form; 

(2) State the specific reasons for the 
denial; 

(3) Inform the enrollee of his or her 
right to a reconsideration; 

(i) For adverse drug coverage redeter-
minations, describe both the standard 
and expedited reconsideration proc-
esses, including the enrollee’s right to, 
and conditions for, obtaining an expe-
dited reconsideration and the rest of 
the appeals process; 

(ii) For adverse payment redeter-
minations, describe the standard recon-
sideration process and the rest of the 
appeals process; and 

(4) Comply with any other notice re-
quirements specified by CMS. 

§ 423.600 Reconsideration by an inde-
pendent review entity (IRE). 

(a) An enrollee who is dissatisfied 
with the redetermination of a Part D 
plan sponsor has a right to a reconsid-
eration by an independent review enti-
ty that contracts with CMS. An en-
rollee must file a written request for 
reconsideration with the IRE within 60 
days of the date of the redetermination 
by the Part D plan sponsor. 

(b) When an enrollee files an appeal, 
the IRE is required to solicit the views 
of the prescribing physician. The IRE 
may solicit the views of the prescribing 
physician orally or in writing. A writ-
ten account of the prescribing physi-
cian’s views (prepared by either the 
prescribing physician or IRE, as appro-
priate) must be contained in the IRE’s 
record. 

(c) In order for an enrollee to request 
an IRE reconsideration of a determina-
tion by a Part D plan sponsor not to 
provide for a Part D drug that is not on 
the formulary, the prescribing physi-
cian must determine that all covered 
Part D drugs on any tier of the for-
mulary for treatment of the same con-
dition would not be as effective for the 
individual as the non-formulary drug, 
would have adverse effects for the indi-
vidual, or both. 

(d) The independent review entity 
must conduct the reconsideration as 
expeditiously as the enrollee’s health 
condition requires but must not exceed 
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the deadlines applicable in § 423.590, in-
cluding those deadlines that are appli-
cable when a request for an expedited 
reconsideration is received and grant-
ed. 

(e) When the issue is the denial of 
coverage based on a lack of medical ne-
cessity (or any substantively equiva-
lent term used to describe the concept 
of medical necessity), the reconsider-
ation must be made by a physician 
with expertise in the field of medicine 
that is appropriate for the services at 
issue. The physician making the recon-
sideration need not, in all cases, be of 
the same specialty or subspecialty as 
the prescribing physician. 

§ 423.602 Notice of reconsideration de-
termination by the independent re-
view entity. 

(a) Responsibility for the notice. When 
the IRE makes its reconsideration de-
termination, it is responsible for mail-
ing a notice of its determination to the 
enrollee and the Part D plan sponsor, 
and for sending a copy to CMS. 

(b) Content of the notice. The notice 
must— 

(1) State the specific reasons for the 
IRE’s decision in understandable lan-
guage; 

(2) If the reconsideration determina-
tion is adverse (that is, does not com-
pletely reverse the adverse coverage 
determination by the Part D plan spon-
sor), inform the enrollee of his or her 
right to an ALJ hearing if the amount 
in controversy meets the threshold re-
quirement under § 423.610; 

(3) Describe the procedures that must 
be followed to obtain an ALJ hearing; 
and 

(4) Comply with any other require-
ments specified by CMS. 

§ 423.604 Effect of a reconsideration 
determination. 

A reconsideration determination is 
final and binding on the enrollee and 
the Part D plan sponsor, unless the en-
rollee files a request for a hearing 
under the provisions of § 423.612. 

§ 423.610 Right to an ALJ hearing. 
(a) If the amount remaining in con-

troversy after the IRE reconsideration 
meets the threshold requirement estab-
lished annually by the Secretary, an 

enrollee who is dissatisfied with the 
IRE reconsideration determination has 
a right to a hearing before an ALJ. 

(b) If the basis for the appeal is the 
refusal by the Part D plan sponsor to 
provide drug benefits, CMS uses the 
projected value of those benefits to 
compute the amount remaining in con-
troversy. The projected value of a Part 
D drug or drugs shall include any costs 
the enrollee could incur based on the 
number of refills prescribed for the 
drug(s) in dispute during the plan year. 

(c) Aggregating appeals to meet the 
amount in controversy—(1) Enrollee. Two 
or more appeals may be aggregated by 
an enrollee to meet the amount in con-
troversy for an ALJ hearing if— 

(i) The appeals have previously been 
reconsidered by an IRE; 

(ii) The request for ALJ hearing lists 
all of the appeals to be aggregated and 
each aggregated appeal meets the fil-
ing requirement specified in § 423.612(b); 
and 

(iii) The ALJ determines that the ap-
peals the enrollee seeks to aggregate 
involve the delivery of prescription 
drugs to a single enrollee. 

(2) Multiple enrollees. Two or more ap-
peals may be aggregated by multiple 
enrollees to meet the amount in con-
troversy for an ALJ hearing if— 

The appeals have previously been re-
considered by an IRE; 

The request for ALJ hearing lists all 
of the appeals to be aggregated and 
each aggregated appeal meets the fil-
ing requirement specified in § 423.612(b); 
and 

The ALJ determines that the appeals 
the enrollees seek to aggregate involve 
the same prescription drug. 

§ 423.612 Request for an ALJ hearing. 

(a) How and where to file a request. 
The enrollee must file a written re-
quest for a hearing with the entity 
specified in the IRE’s reconsideration 
notice. 

(b) When to file a request. Except when 
an ALJ extends the timeframe as pro-
vided in part 422, subpart M of this 
chapter, the enrollee must file a re-
quest for a hearing within 60 days of 
the date of the notice of an IRE recon-
sideration determination. The time and 
place for a hearing before an ALJ will 
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